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PROMETHAZINE 

HYOROCHLORIOE 
SYRUP, USP 

6.25 mg/6 mL 

DESGRIPTIDM 
Each 5 ml  (teaspoonful) oontains: 
Pmmethazine Hydrochlwide, USP . . . . . , . . , . . . . . . . . . . . . . . . . 6.25 mg 
(In a flauored syrup base with a pH between 4.7 and 5.2) 
Akohol............................................ ..,...,...,..,... 7.0% 
In addition, the following inacbve ingredients are present: artificial banana flavor, artificial frud 
flavor, arfiicial strawbeny flavor, ascorbic acid, USf: citric acid, USP, DSC Yellow No. 10, edetate 
disodium, USP, FD&C Blue No. I, FD&C fled No. 40, glycf#n, Usp, liquid sugar, methylparaben, NF, 
purtfied water, USI: saccharin sodium, USR sodium benzoata, NF, sodium c&rate, USE and sodium 
propionata, NF. 
Promethazlne hydrochloride is a racemic compound; the molecular formula is C,,H&@*tftJ 
and its mdecular weight is 320.89. 
Promethazine hydrochiwide, a phenothkaine derivative, is chemkaliy designated as $0.[2- 
(Dimethylamino)propyl] phenottdezine monohydrochloride. Its shuctural formula is: 

WCH(CH~)N(CH~)Z 

g?jI(~~l l “Cl 

Promethazine hydrochloride occurs as a white ta faint yellow, practioally odorless. crystalline 
powder whiih slowly oxidii and turns Mu8 on prolonged exposure to air. It is soluble in water 
and freely soluble in akohol. 

CUNICAL PHARMACOWGY 
Pmmethazme is a phenotbiilne derivative which differs structurally from the antipsychotic 
phenothiazines by the presence of a branched side chain and no ring substitution. It is thought that 
this configuration is responsible for its relative lack (1110 that of chlorfxdmazine) of dopaminergic 
Central fdervous System (CNS) action. 
Pmmethazine IS an ti, receptor b!e&ing agent. In addition to rts antihistammlc ac,tion, it provides 
clinically useful sedative and antiemetic effects. In therapeubc dosage, promethazme pro&&es no 
slgnlficant effects on the cardiovascular system. 
Promethazine is well abxxbad from the @astrointestinal Mot. Cllnkai effects are apparent wrthin 
20 minutes after oral administratii and generally last four to SIX hours, atthough they may persist 
as long as 12 hours. Pmmethazine Is metabolized by the liver to a variety of compounds: 
the sulfoxides of promethazine and N-demethylpromethazine are the predominant alataboiites 
appearing in the urine. 

INDICATIONS AND USAGE 
Promeihazine is useful for: 
Perennial and seasonal allergic rhinitii. 
Vasomotor rhinitis. 
Allergic conjunctivitis due to inhalant allergens and foods. 
Mild, uncomplicated allergic skin manifestailons of t&aria and angioedema. 
Amelioration of allergic reactions to blood or plasma. 
Dermographism. 
Anaphylactk reactions, as adjunctive thsmpy to eplnephrine and other standard measures, after 

the acute mwifestatkms have been fmmksd. 
Preoparative, postoperative, or obstetttc sedation. 
Prevention and control of nausea and vornf6ng associated with certain types oi anesthesia and 
swgery. 
Therapy adjunct&e to meoaridins or other anatgasks for control of postoperative pain. 
Sedation in both children and adults, as well as relief of apprehension and prod&ion of Ight sleep 
from which the patient can be easily amused. 
Active and prophytactiie treatment of motion sickness. 
Antiemetic therapy in p&operative palients. 

coNTfiAlNDIcATtDNs 
Promethazine is contraindiiatsd in indiikiuals known to be hypersensitive or to have had an 
Miosyncrattc reaction to prornethazma or to other phenothiazines. 
AntihIstamines are eontmindicated for use in the treatmeflt of lowar respiratory bxt symptoms, 
includmg asthma. 

WARNINBS 
Pmmethazlne may cause marked dmwsineas. Ambulatory patients should be cautIoned against 
such activiiies as driving or oparetlng dangerous machinery until it is known that they do not 
become drowsy OT dii from promethazbra therapy, 
l3e sedative a&n of pmmethazine hydrochloride is addrttve to %I sedative effects of CNS 
depressant% therafom, agents such as akqhol, narcotic analgesics. sedatives, hypnotics and 
tranquilizers should either ba elimbiatad pr given in reduoed dosage in the presence of 
pmmethazine hydroctdorkte. When given conccmitantly with promethazine hydmchlonde, the 
dose of barbiturates should be radueed by at least one-half, and the dose of analgesic 
dspressants. such as morphine or meperidine, should be reduced by one-quarter to one-half 
Pmmethazine may lower seizure thrashold. This should be taken into consideration when 
administermg to parsons with known seizure disorders, or when giving in combination with 
narcotkx or local anesthetics whkh may also m, saizure threshold. 
Sedabve drugs of CNS depressants should be avokted tn patients with a hiitory of sleep apnea. 
Antihlsfamlnes should be used with caution In patients with narrow-angle glaucoma, stewing 
peptic ulcer, pyiorcduodenal obstruction and urinary bladder obsb-uction due to symptomatic 
prostatlc hypertropky and narmwing of the bladder neck 
Administration of promethazbe has baen associated with reported cholsstatic jaundice. 

PRECAUTIONS 
GENERAL 
Promethazine should be used cautiously in persons with cardiovascular disease or with 
impasment of liver function. 
INFORMATION FDR PATIENTS 
Promethazine may causs matked dmwsinesa or may impatr the mental and/or physical abilities 
raqulred for the performance of pofentialiy hazardo& tasks, such as drivfng a vehicle 01 operating 
machinery. Ambulatory pafients should be told to avoid engagiog m  such activities until It is known 
that they do not become drowsy or dizzy from $xometbazirw therapy. Children should be 
supervlsed to avoid potential harm in bike ridlng or in other hazardous actMidas. 
The concomitant use of alcohol or other‘CNS daprassants, In&ding narwtii analgesics, 
sedatives, hvpnotics and tranaoiliiers, may have an additive effect and should Lw avoided or thab . 
dosage reduced. _- 
Pat&& should be advised to rawrt anv involuntam muscle 

_ _--_ _ __ --: :;- 
movements or unusual se.nsLvdv to . 

sunilght. 
DRUG INTfRACTlONS 
The sedative aotion of promethaztna is adddive to the sedative eifects of other CNS depressants, 
including alcohol, narcotic analgesks, sadatives, hypnotics, tricyclk antldepressants and 
tranquilizers: therefore, these agents shooid be ayoided or adminis&ed In reduced dosage to 
patients receiving pfomstha%s. 
DRUG#BORATORY TEST INMAcTlDNs 
The following laboratory tests may be aftacted in patients who are receiving therapy with 
pmmethazine hydrochloride: 
Pregnancy Tests 
Diagnostic pregnar%y tests based on immutwLo@ical reactions between HCG and ardi.HCG may 
muit in false-negative or false-positive interpmtattons. 
Giucos8 Toleranoe 7esf 
An increase in Mead glucose has been reported in patients receiving promelhaztne. 
CARCINOGENESIS, MUTAGENESIS,  IMPAIAMENT DF FERTlLlTY 
Lone-term animal studies have not bean performed to assess Me CaminOgeniC potential ot 
pror&th?zlne, nor are there other affimai or human data ConMTdn@ the cardnogerdcity, 

.- mufaoerucihr or imoalrmant of fertllkv with this drua. Promethazine was nonmutanenlc In the 
Sa/m&te//a bst &em of Ames. - 
PREGNANCY 
Teratogenic Effacts-Pregnancy Gategory C 
Tamtogenic afffzta have not been ciwnor!strated in rat-fe%ding stodiis at doses of 6.25 and 
12.5 m @ &  of pwathazine: Thasa daws are frwn approtimatety 2.1 to 4.2 times the maximum 
recommended total daily dose-of pmmethazlne for a SO-k@ subject, depending upon the kuilcation 
for which the drug Is pr&orlbed. Specifk studks to tsst the action of the drug on parturition, 
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” lactat ion a n d  deve lopment  of the an ima l  neona te  were  not  done,  but  a  ganera l  p re l lm inaryahJdy  in  
rats ind icated n o  effect o n  these pmameters .  Ak l tough ant ih is tamhra%, inc ludfng pmm%6 laZh re ,  
have  b e e n  found to p roduce  fetal mortal i ty h r  rodents,  the pharmaco log ica l  effects of h is tamhre  in  
the rodent  d o  not  parah l  t h e % %  h  man.  T h e m  a m  n o  a & s q u a t %  a n d  i l l - conMl l%d studies of 
p romethaz ine  In p regnant  women .  P m m e thea lne shou ld  b e  used  d u d & g  p regnancy  ordy  tf the 
potent ia l  benef i t  Justi is the potent ia i  r isk to the fetus. 
Nontemtogen ic  E ffects 
Promethaz f r re  taken wi th in two weeks  of dakvery  m a y  inhibi t  platelet aggregat ion  in  the f lawborn.  
l A B O R  A N 0  D E L n m v  
Promethaz ine ,  In appmpr la t% dosage  form, m a y  b e  used  a lone  or  as  e n  ad)unct  to nmcohc  
ana lges ics  dur ing  labor  a n d  del l  ( S e e  ‘INDICATIONS A N 0  U S A G E ” a n d  “U O S A U 6  A N D  
A D M IN lSTNATKW) .  
S e e  a lso  'Nonfwafog~nic f f feck" .  
N U A S l N G  M O T H E R S  
II is not  known  whether  p romethaz ine  is excreted in  h u m a n  milk.  Caut ion shou ld  b e  exercked 
w h e n  pmmethaz ine  is admin is te red  to a  nurs ing  woman .  
PED l4 lR lC  U S E  
This  product  shou ld  not  b e  u s % d  in  pediatr ic  pahents  unde r  2  years  of a g e  because  safety for 
such  use  has  not  b e e n  establ ished.  

A D V E R S E  R E A C T t O N S  
CNS- !S%dat ton ,  s laepiness,  occas iona l  b lu r red  vision, d ryness  of mouth,  di tz lnaas; rare ly  
confusron,  d isor lentat ton a n d  ex t rapyramida l  symptoms such  as  ocutogyrfc crisis, tort icol l ls a n d  
tongue prot rus ion (usual ly  In aescdat lon w h h  pamntera l  inhxtkm or  excess ive doeage) .  
Card iovascu la r -b rcma%ad or  dec reased  b locd  pressure  
Dermatotog lc-Hash,  rarety photosensit iv i ty.  
Hemato logk- t tare ly  leukopenia ,  thrombocytopania ;  agranubcytos is  (1  c&e) .  
Gast ro in t%st inat -Nausea a n d  vomit ing.  -  - -  _  _  -.--- 
O V E R U O S A G E  
S igns  a n d  symptoms of ove rdosage  with p romethaz ine  range  fm m  mi ld  depmss ion  of the C N S  
a n d  cerd iovascu lar  syskm to p ro found hypokns ion,  respi ratory depress ion  a n d  ur lconac iousness.  
S timu la t ion  m a y  b e  & tent, espec ia l ly  in  ch i ld ren a n d  ger iatr ic  patients, Convu ls ions  m a y  rarefy 
occur.  A  oaradox iw l  react ion has  b e e n  moor ted  in  ch i ld ren rece iv ino s ino le  deses  of 7 5  m o  to 
1 2 5  m g  oral ly,  chamckrked  by  hyperexc&bi t i ty  a n d  n ightmares.  -  -  
Abop ine -L i ke  s igns a n d  % y m @ o m s  - dr r  mouth,  f ixed di tated pupi ls,  gu?bmg,  as  wal l  as  
gastrointest inal  symptoms,  m a y  occur.  
T N E A T M E N T  
The  t reatment of ove rdosage  with p romethaz ine  Is %as%ntk l ty  symptom%t ic  a n d  support ive.  On l y  
In cases of ex t reme ove rdosage  or  indtv ldual  semh lvhy  d o  vital s igns lnctud ing resplret ion,  pulse,  
b lood  pressure,  kmpera tu re  a n d  E K G  n e e d  k b e  moni tored.  Act ivakd charcen l  ore l iy  o r  by  
lavage  m a y  b e  given,  o r  sod ium or  m a g n e s k m  suffik ora l ly  as  a  cathart ic. A tknticn shou ld  b e  
g iven  to the reesbabt ishment  of adequa te  resp l re~  exchange  th rough prov is ion of a  pa lent  
a i&y  a n d  inst iMion of assisted or  contro l led venti lat ion. O i a z e p a m  m a y  b a  used  to contro l  
convuls ions.  Ac idos is  a n d  electrolyte losses shou ld  b e  co rm&d.  Note that any  of the depressant  
effects of p romethez lne  a re  not  reversed by  na loxone.  Avo id  anakrpt tcs wh ich  m a y  cause  
convuIsIol ls.  
Seve re  h @ o tension usuat ly  responds  to the admin is t ra t i~  of no rep inephnne  or  pheny lephr lne .  

- - -NM G E M E t3 e inee  ik W J  In pat ients with p a r & d  adrenerg ic  b lockade  
m a y  further lower  the bkod  pressure.  
L imi ted exper ience  with d ia lys is indicates that it is not  helpful .  

D O S A G E  A N D  A D M l N l S T l W l l O N  
A ! L E R G Y  
The  ave rage  ora l  dose  k 2 5  m g  taken before  ret ir ing; however ,  12.5 m g  m a y  b e  khan  before  meats  
a n d  o n  retirkg, If nec%ssary .  Ch ikhen  to lerak thii txoduct wel l .  S i r@ %  2 5  m g  doses  at 
bed t ime or  6 .25 tc 12.5 m g  tahen three tim e s  dai ly  wiit usual ly  suffice. A fkr inhlatkn of t reatment 
in  ch i ld ren or  adults, dosage  shou ld  b %  ad justed to the smal lest  amoun t  adequa te  to re t iev% 
symptons.  
P m m e thezine hydmch lor tde  rectal  suppos~tor i t?s  m a y  b e  used  if the ora l  route is not  feasible,  but  
ora l  therapy shou ld  b e  r esumed  as  soon  as  poss ib la  if cont inued therapy is mdicated.  
The  admin is t ra t ion of p romethaz ine  hydroch lor ide  in  2 5  m g  doses  w ig  contro l  m ino r  tmnsfus icn 
reaqbons  of a n  a l lerg ic  nature.  

M O T IO N  S I C K N E S S  
Theave rage  adul t  dose  Is 2 5  m g  kken twit%  dai ly.  The  lnltkl dose  shw!d b e  kken  one-hal f  to  o n e  
hour  before  ant ic ipated travet a n d  b e  repeated  8  to 1 2  hours  kkr, If nece%%ary .  O n  succe%d lng  days  
of travel. ft Is r e c o m m e n d e d  that 2 6  m g  b e  g iven  o n  ar is ing a n d  a  n  before  the even ing  
meal .  For  chi ldren,  p romethaz ine  kblek. syrup or  reck1 suppoai tc f ia%, 1  
m a y  be>di i i in is ter%d.  

$  .S  to 2 5  mg,  k & e  datly, 

N A b S E A  A N D  V O M fl lNG 
The  ave rage  effective dose  of p romethaz ine  for the act ive therapy of nausea  a n d  vomi t&y  in  
ch i ld ren or  adul ts  is 2 5  mg.  W h e n  oreI  medka t ibn  cannot  b e  toNraNd,  the dose  S h o u l d  b e  g iven  
patenteral ty (cf. p romethaz lne  hyWoch lo rh ie  i@ ctton) o r  by  rectal  supposi tory.  12.5 to 2 5  rag  
doses  m a y  b e  repeated  as  ne~ea ry  at 4 -  to G -hou r  intervals, 

For  nausea  a n d  vomit t r ig in  chi ldren,  the usua l  & s e  is 0.5 m g  per  p o u n d  of bcdy  weight,  a n d  the 
doseshouMbeadj~ tDt t ieageandweight~ fo f th8Dat ien tandfnesevemVaf thecond i t ionbe~g 
Mated.  
For  prophytasb of n % u s % %  a n d  vomit ing,  % s  d % r i n $  surgery  a n d  the ~ W o p e m g v % .  p%dod .  the 
ave rage  dose  is 2 5  m g  repeeted  at 4 -  to B -hou r  int%rv& ,  es  naeesserY.  

S E D A T I O N  
This  product  re l iaves app reh%ns ian  a n d  induces  a  qrdet  s leep  f rom whi i  the pattent can  b a  easi ly  
amused .  A d m tnkitmtlon of 12.6 to 2.5 m g  p rometMz lne  by  the ora l  rou t% or  by  rectal  supposhory  
at bedhme~wl l f  p r o v N %  sedatkm In chi ldren.  A&i ts  usuagy  requ i re  2 5  to 6 6  m g  for ntghtt ime, 
N@wgica i ,  M  o W M W I scdagen.  
P R E -  A N D  P D S T O P E R A W E  U S E  
Promethazke  in’ 12.5 to 2 5  m g  doses  for cb i fdran a n d  5 0  m g  doses  for adul ts  the n ight  before  
suroerv  re l ieves aaorehens ton  a n d  omduces  a&et  s leeo.  
Po r~p r&re ra t i v% &~dicat ion,  ch i ld ren n?qu t r%‘dooas  of 0.5 m g  per  p o n d  of body  weight  in  
combtna tkm wkh  a n  equa l  d o s %  of meperk i i ne  a a d  the appmpr ie te  dose  of a n  at roptne- f ik% drug.  
Usua l  adul t  dosage  is S O  m g  promethaz ine  with a n  % I&  amoun t  of mepx id ine  a n d  the requ i red  
amoun t  of a  be l kdonna  athatoid. 
Postoperat ive sedat fon a n d  adjrmct tve use  with ana lges ics  m a y  b e  obta ined by  the admin is t ra t ion 
of 12.5 to 2 5  m g  in  ch i ld ren a n d  2 5  to X I m g  d o s &  in  adtdk. 
P romethaz lne  Sy rup  P la in  is not  r e c o m m e n d e d  for ch i ld ren unde r  2  years  of age.  

H a w  S U P P U E D  
Promethaz ine  Hydroch lor ide  Syvup,  U S P  6.25 m g l 5  m L  Is supp l ied  as  a  c l%ar ,  g reen  syrup.  AvaUab la  
In 4  fl 0 2  (I 1 8  ml) .  6  fl o r  (237  m l )  a n d  pint (473  m l )  bott les. 
R E C O M M E N D E D  S T O R A G E  
shuehehveen15~-2Sc (SG~-n*P f .  
~ ~ ~ n ~ ~ v ~ v a o s ~ o  
P N O T E C T  P N W U G H T  
D ispense  ifl a  tight, l ight-resistant conkkw as  def ined in  tha L I S P  

Rx  On l y  

Produc t  No.: 7 6 0 8  
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